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Recveled Paper S

April 20, 2001

Sandra L. Titus

Center for Drug Evaluation and Research (HFD-21)
Food and Drug Administration

5630 Fishers Lane (Room 1093)

Rockville, MD 20857

Dear Ms. Titus:

The American Academy of Otolaryngology — Head and Neck Surgery (AAO-
HNS) is pleased to provide the Nonprescription Drugs Advisory Committee
and the Pulmonary-Allergy Drugs Advisory Committee with comment on
citizen petition 98P-0610/CP1, submitted by Blue Cross of California. The
petition requested that the agency convert the antihistamines, Allegra
(fexofenadine hydrochloride), Claritin (loratadine), and Zyrtec (cetirizine
hydrocholoride) to over-the-counter (OTC) status. We understand that these
committees will be meeting jointly on May 11, 2001 to consider this issue.

The AAO-HNS is the national medical specialty association of physicians
dedicated to the care of the patients with diseases and disorders and the ears,
nose, throat, and related structures of the head and neck. As otolaryngologists,
we are commonly referred to as ENT physician specialists. We have a
membership of over 12,000 otolaryngologists worldwide and a special interest

in the issue.

The above named pharmaceuticals, otherwise known as second generation
antihistamines, are currently prescribed by physicians for their patients
primarily for the treatment of allergic rhinitis or allergic rhinosinusitis. We
believe that it is critical for patients with severe allergy problems to see a
physician, preferably an otolaryngologist, to have the cause and extent of their
symptoms medically diagnosed, managed and treated. Patients are not
necessarily in a position to diagnose themselves or know what medication to
use. Nasal polyps or a tumor causing nasal obstruction, and not allergies, may

be the problem.

There is a great public health risk in Inappropriate and/or over utilization of
these potent second generation drugs owing to inaccurate self-diagnosis and
potential overmedication. In addition, we believe that pharmacists provide
important patient education on adverse interactions of drugs. Patients will be
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less likely to avail themselves of this expert advice if they are led to believe that the OTC
classification implies the pharmacist's expertise is unnecessary and no adverse interaction is
possible. Consequently, we believe it is in the patients’ best interest for FDA to refrain from
converting these second generation antihistamines to OTC status.

Thank you for the opportunity to submit our views. Should the committees or the FDA require
additional information, please contact Beverly Nissenbaum in our health policy and government
affairs department on (703) 519-1537.

Sincerely,

SCAUVIRITY

G. Richard Holt, MD, MPH
Executive Vice President

American Academy of Otolaryngology-Head and Neck Surgerv



